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APR 1 0 2006 

Docket No.: 4619-009 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Application of 
Fnmcis VANDERBIST 
U.S. Patent Application No. 09/424,247 
Filed: November 30,1999 



Group Art Unit: 1618 
Allowed: 

Examiner: BERKO, RETFORD O 



For: DRY POWDER INHALER EXCIPIENT, PROCESS FOR ITS PREPARATION AND 
PHARMACEUTICAL COMPOSITION CONTAINING IT 



DECLARATION TRANSMITTAL LETTER 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 223 1 3-1 450 

Sir: 

Enclosed is an executed Rule 132 Declaration in connection with the above-referenced 
application. We request that the record be clarified to acknowledge that the Declaration has been 
received and made of record. 
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1700 Diagonal Road 
Alexandria, Virginia 22314 
(703) 648-1111 WEB/kw 
(703)518-5499 Facsimile 
Date: April 10, 2006 



Respectfully submitted, 

LOWE HAUPTMAN & BERNER, LLP 



William E. Beaumont 
Registration No. 30,996 
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IN 1»C UimED ^ATES PATENT AN!) 

Bmds VAKDHRBIST ec al 
UJ.P^catAjylicatHmNo, 09/424^7 




(3io(Q>AitUnit 161B 



CD 

Fun nRyPOWERlNHALERHXCIPIENT,WlCH:iB^ HI 
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Comtsodaslodor For Fatbits 
P,0,Box 1450 
AJbcajsdda, Va 22313-1450 
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2} I have both txainiz^ .aod years of caqpedcasce m tho of phsmiaceuhcal 
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jcooaobydlrste, and the pardcla ma of titiese Lootoses cti the ia-vitro deposition Of L4}9{iieK 
acetyl <or«toiiiato (KAI/). 

Tlie lactose panicle 9i£0 9tczd{eda9dei^ . 

uaing a lac^ovo partio!o dze bat^eea about 160Mm aod 25aima usliifi NAL and anofibof aotiv© 
wbsFWnoa 

EXPERIKiGSEyT ' 

AttcsKpedmeaitwaflpeafemed iisittg roJlfitxIcicd aohy«boys ^'»lactoseand <|pray«<fn^ 
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IacttwxaonoI)y<Itate5VithpwtioIos^ . 
Hio two active dtug0 09foctc4 wcrv (xstlo HMAiOictQSo: 1/4) and Budesoiude (isdo 
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Compaxativd bi-Vitni long iterpo^tion of NAL and l^esonlde usii:^ two dif&L«qt 
lactoses 0«)UerMdrlod arfliyidjxrtu ^lactose ycraua spmy*dticd ot4»rfose xjoiwaohydraxfi) ^diiike • ^ 
aanie p<atide si» coniprised bfit^^ 
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Tbe ix3^yttxQ fin« Darttcte doso <FFD> obtained with fhe &»bxu] atiiop oc»;itamJ[ng the rolls^ 
d tied mhy^Km p -lwsfQ$p vri th » pftrtfal^ ebs& oompda ed betweea 1 SO a«d 2S0imi is aijgnlfiwiafly 
j^reaDsr ( 12% and 29^ for NAL and Bodesomde) than Uxd OBB obtatoi^ wiOx fiamulations 
coA^Qing tbe same active ingr^eot and spFay^cd cc-lacfDse monohytfrate of ifoe smue 
partide «z» (I50fj. - 250im])- 

Tiite demoastrates th$ clear and mie;g>e^ 

a}xaztictes7ZocQin|idfied batwea 1 5Q aid 250^ to ddlveracttwdn^^fioroPPlftn]^^ 
tvith aa improved jndman^ 

4) Iamof4tDOpinioiitfaat1it»2dK>V9re^ 
ChtortiittbottaiodwpxeBeDt invuidQaws^ Tills coinclusian is jQirdiys: evidenced 1^ 
t^Mi siich wsiito vroidd doarfy ao^ h«wJ hotjx egcpcctod <»» sidlLeK} in 1i» art at ^ timo 
pteficQt Kxivontlaa was made in vi£w ^ 

5) Further^ i am of th^ opinion t&at ttoft abova tesuHs are f mpor taot and commmdally 
significant 

6) I hereby <3o<>lerc tkat ail stat^meatg nu&d© hejneiu of njy own knowled^ are true and 
that au sfmcmetus nia(fe on Ittfimaation 2tti^ 
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